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DETAILED ACTION 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1-3, 5, 7, 9-10 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The claims employ the term 'derivative' which is ambiguous since 
derivative is referring to material "derived" from the named formula. 
It is not clear whether or how further derivatizations may be included. It is 
recommended that the term "compound" be inserted in place of derivative. 

Claims 5, 7 and 10 are rejected under 37 CFR 1.75(c) as being in improper 
form because a multiple dependent claims may not depend fi-om another multiple 
dependent claim. See MPEP § 608.0 l(n). 

Claims 7 and 8 have been drafted in terms of use,i.e. "use of, but, since the 
claims do not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is 
actually practiced. 
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Claims 7 and 8 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in 
an improper definition of a process, i.e., results in a claim which is not a proper 
process claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 
USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). the claims are drafted in terms of "use" 
which has been held to be nonstatutory. Note Clinical Products v. Brenner 149 
USPQ 475. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 7, 8 and 10 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to 

make and/or use the invention. 

The specification does not give any guidance as to the full range of conditions 
which could be treated or prevented using the instant claimed process. In In re 
Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining whether a 
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disclosure meets the enablement requirement of 35 U.S.C.. 1 12, first paragraph, 
have been described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case, Applicants are claiming a method of preventing, for HIV. 
The nature of the pharmaceutical arts is that it involves screening in vitro and in 
vivo to determine which compounds exhibit the desired pharmacological activities. 
There is no absolute predictability even in view of the seemingly high level of skill 
in the art. The existence of these obstacles establishes that the contemporary 
knowledge in the art would prevent one of ordinary skill in the art from accepting 
any therapeutic regimen on its face. The instant specification does not give any 
guidance as to the full range of conditions which could be treated or prevented 
using the instant claimed process. In addition, there is no proof that the claimed 
compounds or compositions have ever been administered to a human or to an 
animal model. The obstacles to therapeutic approaches and vaccine development 
with regard to retroviruses associated with AIDS in humans are well documented 
in the literature. See, for example. Huff {J. Med. Chem. 34(8) 1991, p. 2305-2314} 
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on page 2314. These obstacles include and are not limited to : 1) the extensive 
genomic diversity associated with HIV, particularly with respect to the gene 
encoding the envelope protein, 2) the fact that the modes of viral transmission 
include vims-infected mononuclear cells, which pass the infecting virus to other 
cells in a convert form, as well as via free vims transmission, 3) existence of a 
latent form of the vims, 4) the ability of the retrovims to traverse the blood brain 
barrier and 5) the complexity and variation of the elaboration of the disease. 

The existence of these obstacles establishes that the contemporary 
knowledge in the art would prevent one of ordinary skill in the art from accepting 
any vaccine or immunization treatment or any therapeutic regimen on its face. In 
addition, there is no established correlation between in vitro activity and 
accomplishing treatment of viral infections, especially HIV infections, 
in vivo , and those skilled in the art would not accept allegations in the instant 
specification, or the in vitro data to be reliable predictors of success, and those 
skilled in the art would not be able to use the claimed compounds and 
compositions since there is no description of an actual method wherein a viral 
infection in a host is treated. 

In order to practice the claimed invention, one skilled in the art would have 
speculate which conditions could be prevented using the claimed compounds 
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found in tlie instant claims. The number of possible conditions embraced by the 
claims would impose undue experimentation on the skilled art worker. Therefore, 
the broad terminology, treatment or prevention is not enabled because the metes 
and bounds of conditions which could be treated or prevented cannot be 
ascertained. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 

all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

Claims 1-6 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Padwa et al DN 138: 170018 (2003) abstract and/or Murray et al DN 
106:101992 (1986) abstract. 

Murray et al and Padwa et al teach benzofuranolactone comounds 
corresponding to those recited in the claims. See, respectively, compunds RN 
289673-95-6 and RN 106895-67-4 Other closely structurally related compounds 
bearing similarly related substitutents, such propyl instead of ethyl, would have 
been obvious to one of ordinary skill in the art as the results would not have been 
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unexpected. Claim 6 would have been an obvious method as it is well-known in 
the art of plant extracts to separate and isolation plants compounds in the manner 
recited in the claims. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Raymond Covington whose telephone number 
is (571) 272-0681. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Janet Andres at telephone number (571) 272-0867. 

The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR 

only. For more information about the PAIR system, see http://pair- 

direct.uspto.gov. Should you have questions on access to the Private PAIR system, 

contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/R. C./ /Janet L. Andres/ 

Examiner, Art Unit 1 625 Supervisory Patent Examiner, 
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